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Application of oral pharmaceutical vehicles in
extemporaneous compounding

MEI Dong', TANA ', YANG Mei', HUANG Min’, YANG Min’, FENG Li-ping’,
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(1. Department of Pharmacy, Beijing Children's Hospital, Capital Medical University, National Center for Children's
Health, Beijing 100045, China; 2. School of Basic Medicine and Clinical Pharmacy, China Pharmaceutical
University, Nanjing 211198, China,; 3. Zhejiang Beiling Biological Medicine Co., Ltd., Hangzhou 310051, China)

Abstract: Through literature analysis, the advantages of oral pharmaceutical vehicles in solving the temporary
dispensing problems for special populations are summarized. Detailed introduction is made on the research,
development, production, use, and regulatory experience of oral pharmaceutical vehicles in the United States, as
well as the current research progress, achievements, and challenges faced by domestic oral pharmaceutical
vehicles. The United States has formed a mature system in the field of oral pharmaceutical vehicles, and China can
learn from the experience of the United States to improve relevant laws and policies, promote the establishment of
technical guidance principles and technical standards for the use of oral pharmaceutical vehicles in temporary
dispensing, and accelerate its clinical use.

Key words: oral pharmaceutical vehicle; extemporaneous compounding; personalized dosing; fractional

dosing; pediatric medication
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The auxiliary material

Submit documents
t-related information and materials.

submits the prod
The translation is: "Submit to the DMF Excipient Registration Platform for registration and record-
keeping.

The reviewer ines the 1 of the d

Administrative review
and the current status is "I" status(Inactivate).

!

Announce the DMF registration number
After passing the formal examination, the DMF sequence number and holder information will be
announced on the official website, indicating that the DMF registration is successful and activated to the
administrative "A" status (Activate, active status), which can be referenced in drug product applications.
The FDA requires the registrant to proactively update the information on a regular basis in accordance
with the DMF Type "IV" requirements. If the information is not updated in a timely manner, the status
will be reverted to "I" status.

Co-submission

The pharmaceutical manufacturer applies to use the excipient.

The information is

The excipient is complete,
approved for use The review has

been approved

Figure 1 Registration approval process in the United States
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Is it allowed to dispense
medications?

Is there a drug with equivalent

Pathway 1: Can be compounded

effect on the market?

There is an equivalent marketed

drug available for sale, meaning

1. the drug is still being sold on

the market; and 2. it is not on the
FDA's drug shortage list

Is the main ingredient, specification,

drug available for sale, meaning 1.

No in with FDA 503A (if
There is no equivalent marketed all provisions of 503A are met).

the marketed drug has been

discontinued; or 2. it is on the

FDA'sdrug shortage list Pathway 2: Can be compounded

5o and route of administration the same?
The compounded medication The
needs to have the same main
ingredients, specifications, or
route of administration as the

marketed dru x5 ~
£ Do the excipients containsd

ingredients, specltn.anons or route

No in
compounded drug differs from
the marketed drug in main

with FDA 503A (if
all conditions of 503A are met)

Pathway 1 Case: If the drug A that the patient
needs to be compounded has been discontinued
from the market or is on the FDA's drug
shortage list, then the drug can be compounded.

Pathway 2 Case: The drug A that the patient
needs to be compounded is still being sold and
is not on the FDA's drug shortage list, but it
differs from the marketed drug in main
ingredients, specifications, or route of
administration. This drug can be compounded.

of

Pathway 3: Can be compounded

in the marketed drug cause
adverse reactions in patients?.

The excipients contained in the
marketed drug do not cause
adverse reactions in patients

Pathway 4:
The compounded medication is essentially a
generic version of a marketed drug and cannot
be compounded

The excipients contained in the
marketed drug can cause adverse

Yes in d: with FDA 503A (if
all criteria of 503A are met).

reactions in patients

Pathway 4 Case: The drug A that the patient needs to be
compounded is still being sold and is not on the FDA's
drug shortage list. Moreover, the drug that the patient
requires has the same main ingredients, specifications, and
route of administration as the marketed drug. Essentially,
the drug that the patient needs to be compounded is a
generic version of the marketed drug, and this drug cannot

be compounded.

Pathway 3 Case: The drug A that the patient
needs to be compounded is still being sold and
is not on the FDA's drug shortage list.
Additionally, the drug that the patient requires
has the same main ingredients, specifications,
and route of administration as the marketed
drug. However, the marketed drug contains
excipient B, which can cause adverse reactions
in the patient. Therefore, this drug can be
compounded

Figure 2 Flowchart of allocatable scenarios. Blue lines: Pathway 1; Green lines: Pathway 2; Purple lines: Pathway 3; Red lines: Pathway 4
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Hospital doctors issue prescriptions
according to the patient's condition

Prescription review
(The clmlcal pharmacist reviews the prescription to determine
edication dispensing is necessa

Patients can directly purchase
medications at the pharmacy or
drugstore with a prescription

Prescription drugs

OTC drugs

A A

If the prescription drug is
a sterile preparation

If the prescription drug belongs to a
non-sterile preparation

Only allowed

Regulated under

the FDA 5038 Outsourced facilities

(required to be registered with the FDA)

-

Non-outsourced facility
(not registered with the FDA)

Regulated under the FDA
503A i and
managed by the National

le

J

\/

Medical institutions,
healthcare professionals

¥

Executed by healthcare personnel
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Figure 3 Compounding process

Association of Boards of
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Under the guidance
of a pharmacist

Patient
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